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I. This opinion contains indications relaiini! to the loiiowing items: 
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Bzisis of the opini<m 
Prioriiy 

N(»n-csiablishmem of i>pinion with reiiard to novelty, inventive stqi and industrial applicahiliiy 
Uick of unity of invention 

Reasoned .statcmeni under Rule 43/«.v. l(a)(i) with rej:ard to novelty, inventive step or industrial 
applicability; citatiiiiis and explaiuitions supportini: such slatemeiu 

Certain documents cited 

Certain delects in the international application 
Certain observations on the international application 

2 FURTHER ACTION 

ir a demand U^v international preliminary examination is made, this (jjMnion will be ctuisidered to be a written opinion of the 
International Preliminiiry Examining Authority ("IPEA") except that this does not qiply where the applicant chooses an 
Authority other than this one lo be the IPEA and the chosen IPEA has notified the International Bureau under Rule 66. 1/j/.v(7?) 
that written opiniiuis of this Iniernatiomii Searching Authority will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA. the applicant is invited to submit to the 
IPEA a written reply together, where appropriate, with amendments, belbre the expiration ol 3 months rr«)m the date of 
mailing of Form PCT/ISA/220 or belbre the expiration of 22 months Irtun the priority dale, whichever expires later. 

For lurlher tij^Jtions. see Form PCT/ISA/220. 
3. For further details, see notes to Form PCT/ISA/220. 
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Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 



I . The qucslioas vvhcllicr the claimed invcnlion appears U) be nnvcl. u» involve an inveiiiive sicv (lo he n.m-ohvit.us). nr l*» be 
industrially applicable have not been examined in respeci ul: 

(he entire international ;i{iplicatiiin 
claims Niis. 33 



because: 



□ 



the said international application, or the siiid claim Nos. 
require an international prelimiimry examination (spedjy). 



relate H) the lollowine subject matter which does not 



the description, claims or drawings (indicate particular eleuients below) or said claims Nos. 33 arc so unclcjir that no 
meaningful opinion could be formed (specijy): 

Claim 33 is improper under PCT Rule 6.4(a). 



I 1 ^'^^ claims, t)r said claims Nos. arc .so inadcquaicly supported by the dcscriptiiui thai m meanintlul i>|iinion 

could be formed. 

□ iu> inlcrnalional search report has been esiablis 



ablished for siiid claims Nos. 



□ ... c nucleotide and/or amino acid sequence li.sting docs not comply with the standard provided f<»r in Annex C of the 



Administrative IiLstructioas in that: 
the written fi»rm 

the computer readable form 



hcLS not been furnished 
does not comply witli the standard 
has not been furnished 
docs not comply wiili the standard 



□ 
□ 



the tables related lo the nucleotide and/or amino acid sequence lisiini:. if in computer readable form only, do not comply 
with the technical requirements provided lor in Annex C-/^/.v of the Administrative Instructions. 

Sec Suppiemenial Box for turther details. 
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WRITTEN OPINION OF THE 
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Box No. i Basis of this opinion 



IiUcmatHiml ii|)plicalion No. 



PCT/US04/393()8 



I . With nrgard in ihc lan«iia«e, ih\s c^inion has been cslablishcd on Ihc basis of ihc inlcrnatioaal applicaiion in ihc lanuuauc in wi.ich 
K was filed, unless tnhcrwise indicaicd under this iicm. " " 

□ This opinion has been esiablishcd on Ihc basis of a iranslali.m from the <»riginal languaue into the followinj? laneuaue 

which IS the laiiiiuage of a translation furnished for the purposes of imeriwlioiuil sejirch (under^ Rules 12.3 and 



23.1(b)) 



2. With regard to any nucleotide und/or amino add sequence di.selo.^-d in the internaiinnal applieatinn and necessary lo the 
claimal invention, this opinion has been established on the basis of: 

a. type of material 

I I a scquenee listine 

table(s) related to the sei|uence listini; 

b. formal t)f material 

□ 

in wrntcn format 

in computer readable form 



e. 



time of ftlinu/furnishim! 

contained in international cipplieation as tiled. 

n filed together vAlh the international application in computer readable form. 

□ (urnished subsequently. to this Authority for the purposes of search. 



3. 



□ In adclili(Mi. in ihe case that more than i,ne version or copy of a .sequence listing and/or table relating: thereto Ikls been 
lilecl or furni.shed. ilic required stalemenis (hat the informaiiim in the subsequem or additional copies is^ideniicr.l to that in 
the application as lUed or does not gi) beyond the applicaiiim as tiled, as appmpriaic. w.tc furnished 



4. Additional comments: 
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Box No. V Reasoned statement under Rule 43 bisA{a)ii) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



1. Suitenient 

Novel ry CN) Claims 1-32 an d 34-44 _ , YES 

Claims NON E . ^ NO 

Inventive step (IS) Claims NONE _ _ YES 

Claims 1-32 an d 34-44 _ NO 

Industrial applicability (lA) Claims 1-32 and 34-44 YES 

Claijns NONE NO 



2. Citations and explanations: 

Claims 1-32 and 34-44 lack an inventive step under PCT Article 33(3) as being obvious over CHRIST ct al in view t>r DEAN ci al, 
and in view of applicant's admission of the prior art as set forih on page 22 of ihe description. 

All claims embrace a method »)f regulating smooth muscle tone. e.g.. ireaiing erectile dyslunction, wherein the metliod comprises 
administering a vector c«)mprising a sm(u»th muscle alpha autin (SMAA) promoter operably linked to a DNA coding lor any know 
potassium channel protein that regulates smooth muscle time. 

CHRIST et a! leach a method ol regulating smooth muscle lone, e.g. . treating erectile dyslunction, wherein the method comprises 
administering a vector comprising a tissue specific promoter operably linked H> a DNA coding lor any know potassium channel 
protein that regulates smooth muscle tone. See columns 13-14. 

CHRIST el al does not teach that the tissue .specific promoter is a SMAA promoter. 

However at the lime the invention was made, DEAN ct al teach that a vector comprising a smooth muscle cell specil ic promoter 
operably liked to a gene of interest is effeclive for use in targeting the gene of interest lo a cell (columns 3 and 4). 

Thus, it would have been obvious for one of ordinary skill in Uie art to employ any know smooth muscle cell specific prt)moicr such 
as the SMAA promoter t»f Ihe prior art (sec page 22 of Uie description) in the vector of CHRIST el a. 

One of ordinary skill in the art would have been mtuivatc to employ the SMAA promtiler because CHRIST teaches thai a tissue 
specific promoter can be used in their vector and because DEAN ct al teach that a vecttir comprising a smooth muscle cell .specific 
promtuer operably liked to a gene of interesi is effeclive for use in targeting the gene of interest to a cell (columns 3 and 4). 

Thus, the claimed inveniion wns pri/nufude obvious. 



Claims 1-32 and 34-44 meet the criteria set out in PCT Article 33(4). and thus meeting industrial apf>licahility bccau.se the subject 
matter claimed can he made or u.sed in indu.siry. 



Form PCT/ISA/237 (Box No. V) (January 2004) 



